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DETAILED ACTION 

This action is in response to applicant's amendments submitted 25 October 2006. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

2. Claims 1-4,18,20-23,25-31,45,47-50, 52-63, 65-67,81-91,93-95,109, and 110 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Sakuma et al (US 5,584,688). 
Regarding claims 1-4,18,20-23,25-31,45,47-50, 52-63, 65-67,81-91,93-95.109, and 
110, Sakuma et al teaches an oral device with a reservoir (3), a micropump/electronic 
drug release mechanism (13), and an oral anchoring element (1). It is also disclosed 
that the device may be refilled without surgical procedures (Fig 8) and may contain a 
passive release system (Fig 1 ). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in sectbn 102 of this title, if the differences between the subject matter sought to be patented and 
the prbr art are such that the subject matter as a whole would have been obvious at the time the 
inventbn was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 19,46,64 and 92 rejected under 35 U.S;C. 103(a) as being unpatentable 
over Sakuma in further view of Taylor et al (US 5,090,903). 
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Sakuma teaches the limitations of the claims as above, but fails to teach that the oral 
device contains more than one reservoir, Taylor teaches an oral device which contains 
more than one reservoir (Fig 3). It would have been obvious to one of ordinary skill in 
the art at the time the invention was made to provide more than one reservoir in order to 
allow the device the provide a plurality of medicaments. 

5. Claims 17,44,80 and 108 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sakuma in further view of Child (US 4,252,525). 

Sakuma teaches the limitations of the claims as above, but fails to teach that there is a 
component which increases drug transfer through a biological barrier, such as 
iontophoresis. Child teaches the use of iontophoresis in an oral implant (Fig 10). It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to use iontophoresis with the implant of Sakuma in order to improve drug 
absorption. 

6. Claims 5-16, 32-43, 68-79, and 96-107 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Sakura in further view of Pfeller et a! (US 5,558,640) and 
Voyiazis et a! (US 2004/0147906). 

Sakura teaches the limitations of the claims as above, but fails to teach the use of a 
sensing component and a telemetry communication component. Pfeller teaches an 
implantable infusion device with a condition and/or status sensor (2), a processor (4), 
and a telemetry communication unit (8,12,16). It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to use the telemetry and 
sensor controls of Pfeller in order to provide an additional means to control and 



Application/Control Number: 1 0/668,274 Page 4 

Art Unit: 3767 

communicate with the oral device. Furthermore, Voyiazis teaches these same elements 
within an oral device. At the time the invention was made, it was well known in the art to 
use these control means in an oral implant. 

Response to Arguments 

7. Applicant's arguments with respect to claims 1-23, 25-50, and 52-1 10 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 

* 

this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 

CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth R. MacNeill whose telephone number is (571)- 
272-9970. The examiner can normally be reached on 7:00-3:30pm M-F. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications Is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would. like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




KEVIN C. SIRMONS 
SUPERVISORY PATENT EXAMINER 




